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510(k) Summary 
 

Low Profile Balloon Feeding Device 

 

Date Prepared: 

 

February 8, 2017 

 

Submitter: 

 

Applied Medical Technology, Inc. 

8006 Katherine Boulevard 

Brecksville, OH 44141 

Phone: 440-717-4000 

Fax: 440-717-4200 

Contact Person: Michelle Scott – Regulatory/QA Specialist   

Email: michelle.scott@appliedmedical.net  

 

Device 

Information: 

 

Trade/Device Name: 

Common Name: 

Classification Name: 

 

Product Code: 

Regulatory Class: 

Review Panel:
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diameters and lengths and can have either a blunt or tapered tip balloon.  The 

catheter tubes range in diameter from 10Fr to 24Fr, which is the same as the 

primary predicate. The stoma lengths are available in a wider range of options, 

from 0.5cm to 10.0 cm.   

 

Biocompatibility 

Testing: 

 

The Low Profile Balloon Feeding Device has been tested for biocompatibility 

based on the applicable sections of the following standards: 

 

 ISO 10993-1: 2009 Biological Evaluation of Medical Devices – Part 1: 

Evaluation and testing within a risk management process 

 ISO 10993-3: 2003 Biological Evaluation of Medical Devices – Part 3: 

Tests for genotoxicity, carcinogenicity, and reproductive toxicity. 

 ISO 10993-5: 2009 Biological Evaluation of Medical Devices – Part 5: 

Tests for in vitro cytotoxicity. 

 ISO 10993-6: 2007 Biological Evaluation of Medical Devices – Part 6: 

Test for local effects after implantation. 

 ISO 10993-7: 2008 Biological Evaluation of Medical Devices – Part 7: 

Ethylene Oxide Sterilization Residuals. 

 ISO 10993-10: 2010 Biological Evaluation of Medical Devices – Part 

10: Tests for irritation and skin sensitization. 

 ISO 10993-11:2006 Biological Evaluation of Medical Devices – Part 

11: Tests for systemic toxicity 

 ISO 10993-12:2007 Biological Evaluation of Medical Devices – Part 

12: Sample preparation and reference materials 

 

An independent risk assessment was completed on the patient contacting 

materials and it was determined that the Low Profile Balloon Feeding Device 

met the acceptance criteria for permanent contact (greater than 30 days) with 

mucosal membrane and breached/compromised surfaces.   

 

Performance 

Testing: 

 

AMT conducted various performance tests on the components contained within 

the Low Profile Balloon Feeding Device.  Testing found that all components and 

materials met or exceeded design specifications established by AMT.   

 

Bench tests have been carried out on samples of the Low Profile Balloon 

Feeding Device.  The tests carried out included: 

 

 Stoma Pullout 

 Minimum Overmold Bond Strength 

 Fill Valve Blow Out 

 Fill Valve Pullout 

 Fill Valve Cycle Test 

 Balloon Assembly Bond Peel/Tear Strength 

 Balloon Burst 

 Assembled Balloon Size 

 Interlock Pullout 

 Leak Test 
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 Balloon Concentricity Ratio 

 Tubing Tensile Testing 

 Flow Rate 

 Balloon Volume Maintenance 

 Balloon Integrity 

 Balloon Integrity in Simulated Gastric Fluid Testing 

 

Conclusion: 

 

The Low Profile Balloon Feeding Device is substantially equivalent to the 

predicate device cleared under K122653 in intended use, design, 

biocompatibility, performance, and principles of operation. 
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